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paragraphs (c), (d), or (e) of this section
which are not in compliance with the
guidelines stated herein shall be the
subject of regulatory proceedings after
the effective date of the final order.

(h) Prior notices. This order preempts
any conditions for marketing products
set forth in the following prior notices.

1. DESI No. 4749 (34 FR 15389, October 2, 1969),
‘‘Certain OTC Drugs for Topical Use.”

2. DESI No. 2855 (35 FR 12423, August 4, 1970),
‘“‘Certain Mouthwash and Gargle Prepara-
tions.”

3. DESI No. 8940 (36 FR 14510, August 6, 1971),
“Topical Cream Containing Pyrilamine
Maleate, Benzocaine, Hexachlorophene,
and Cetrimonium Bromide.”

4. DESI No. 6615 (36 FR 18022, September 8,
1971), ““Deodorant/Antiperspirant.”’

5. DESI No. 6270 (36 FR 23330, December 8,
1971), ‘‘Certain Preparations Containing
Hexachlorophene’.

[40 FR 14033, Mar. 27, 1975, as amended at 42
FR 63773, Dec. 20, 1977; 55 FR 11577, Mar. 29,

1990; 67 FR 4906, Feb. 1, 2002; 69 FR 18763, Apr.
8, 2004]
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Subpart A—General Provisions

§290.1 Controlled substances.

Any drug that is a controlled sub-
stance listed in schedule II, III, IV, or
V of the Federal Controlled Substances
Act or implementing regulations must
be dispensed by prescription only as re-
quired by section 503(b)(1) of the Fed-
eral Food, Drug, and Cosmetic Act un-
less specifically exempted in §290.2.

[67 FR 4906, Feb. 1, 2002]

§290.6

§290.2 Exemption from prescription
requirements.

The prescription-dispensing require-
ments of section 503(b)(1) of the Fed-
eral Food, Drug, and Cosmetic Act are
not necessary for the protection of the
public health with respect to a com-
pound, mixture, or preparation con-
taining not more than 200 milligrams
of codeine per 100 milliliters or per 100
grams that also includes one or more
nonnarcotic active medicinal ingredi-
ents in sufficient proportion to confer
upon the compound, mixture, or prepa-
ration valuable medicinal qualities
other than those possessed by codeine
alone.

[67 FR 4907, Feb. 1, 2002]

§290.5 Drugs; statement of required
warning.

The label of any drug listed as a
‘“‘controlled substance’” in schedule II,
III, or IV of the Federal Controlled
Substances Act shall, when dispensed
to or for a patient, contain the fol-
lowing warning: ‘“‘Caution: Federal law
prohibits the transfer of this drug to
any person other than the patient for
whom it was prescribed.” This state-
ment is not required to appear on the
label of a controlled substance dis-
pensed for use in clinical investiga-
tions which are “‘blind.”

§290.6 Spanish-language version of re-
quired warning.

By direction of section 305(c) of the
Federal Controlled Substances Act,
§290.5, promulgated under section
503(b) of the Federal Food, Drug, and
Cosmetic Act, requires the following
warning on the label of certain drugs
when dispensed to or for a patient:
“Caution: Federal law prohibits the
transfer of this drug to any person
other than the patient for whom it was
prescribed.”” The Spanish version of
this is: ‘“‘Precaucion: La ley Federal
prohibe el transferir de esta droga a
otra persona que no sea el paciente
para quien fue recetada.”
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